2 SDSAND DATA COLLECTION

21 Introduction

This chapter describes the Screening Information Data Set (SIDS), induding characterisation and effects deta, as
well as exposureinformation, to be collected and collated into a SDS Dosser by a Sponsor country. [t describesthe various
means which have been developed to assure harmonized presentation of the SIDS for use in OECD Exiging Chemicals
adtivities

For a Sponsor country, collection of SDS daa from indudry and other Member countries is a very important
procedure for drawing up both a DS Dosser and a DS Teding Flan for an assgned chemicd.  Input of the deta
collected for SDS (sse Saction 2.2) can be done usng the HEDSET diskette, ahard copy of "Revised OECD HPV Fom 1"
or adiskete equivalent in Word 6.0, dl of which can be obtained through SDS Contact Points or the OECD Seordaiat.
Although the choice depends upon the preference of the deta submitter, use of the HEDSET diskette is srongly

encour aged.

The Harmonized Hlectronic Data SET (HEDSET), which has been developed in co-operation with the European
Commisson, has become avallable, together with its manua and an explanatory note, as adevice for data callection in the
OECD SDS procedure. By usng IUCLID software developed by the Europeen Commisson, datain aHEDSET diskette
can be trandared to a database eedly. 1n addition, datawill be able to be tranderred to IRPTC without manud inputting
by means of aconverson program. The HEDSET diskette and requirementsfor its use are described in Section 2.3,

To dae, a paper form cdled "OECD HPV Form 1", which was agread and didributed in 1990, has been usad
widdy by Member countries. This form was dightly modified in 1993, taking into account the formet of HEDSET. The
revisad form, presented in Section 2.4, can be usad indead of HEDSET if necessry. However, it should be noted thet it is
quite time-consuming to draw up a report from information obtained from various sources usng the paper form.
Furthermore, inputting the data on the form to computer fileswill be necessary in the end in order to meke the datiaavailable
to the public through IRPTC.  Although it might be dightly essier to edit data by usng a PC file of Revised OECD HPV
Form 1, it isrecommended to cdllect information usng HEDSET if possble

In Section 2.5, guidance for collection and trangmisson of exposureinformation is described.

The documents in this chepter were prepared by the OECD Secrdaiat basad on the agreements reached in the OECD
Exiging Chemicds Programme up to June 1997.
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22  Content of the Soreaning Information Data St (SDS) ™

The fdlowing ligs the content of the Screening Informetion Data St (SIDS).  In preparing the SDS the
"Guidance for Medting the SDS Requirements’ (see Section 34) and aModd SDS Dosser (sse Annex 5 to this manudl)
will hep data submitters and SDS Contact Points undersand whet kind of data are required and how the data are to be
destribed in HEDSET or the Revisad OECD HPV Fom L

Bagc Information

The fdlowing data dements on characterisation, exposure and effects are bascdly reguired for preparing the
SDS Dosse. Theitems marked with a degger (1) are spedifically required for inorganic chemicals  Oxidation-reduction
potential should o be required for organic chemicaswhen deemed necessary.

1 Gened Information
Subgtance Informetion
CAS Number
Name (OECD name)
CASDeriptor
Structurd Formula
Queartity (production ranges expressed astonnes per yedr)
Use Pattern (categories and types of use, ssed <0 next page)
Sources of Exposure (exposureinformeation, see dso next pege)

2 Pnysaal -chemicd Data
Mdting Point
Bailing Point
Rdative Densty t
Vepour Pressure
Patition Co-effident: n-Octanol/\Water
Waeter Solubility
Dissoaation Condant
Oxidation-reduction Potentid

3. Environmental Fate and Pathway's
Photodegradation (by edimation)
Sability in Water (by etimation)
Monitoring Daa (ewvironmentd)
Trangport and Didribution between Environmentd  Compartments induding Esimated  Environmentd
Concentrations and Didribution Pathways [by esimation, induding Henry's Law condant as cdculated from
data under heeding 2, aerosolisation, volatilisation, soil adsorption and desorption calculated usng Structure
Adtivity Rdationships (SAR9)
Aerobic Biodegradahility

The contentt of the IDS was agreed at the 13th Joint Medting of the Chemicas Group and Management Committee of the
Soedid Programme on the Contral of Chemicas (November 1989).  The procedures for callecting and trangmitting
exposure information were agreed & the Medting of the Steering Group on Exising Chemicds and confirmed at the 25th
Joint Medting (November 1996).
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4. Eootoxidity
© AcauteToxidty to Hsh

Acute Toxiaty to Dgphnia (If there is concamn for possble longterm effects, prolonged/ chronic toxiaty
testing should be congdered in addition to acute tes's)

Toxiaty to Algee

If sgnificant exposure is expected in the tarresrid environmental compartment, efforts should be made to
perform gppropricte terredrid toxidty tests In addition, when aquatic toxicity testing is not possble (eg.
insolubility of the test chemicdls), efforts should dso be made to perform tarredrid toxiaity teds

5. Toxicologicd Data
© Acute Toxiaty
Repeated Dose Toxidity
Gendtic Toxiaty (two end paints generdly point mutation and chromosomd aberrations)
Reproduction Toxidty (induding fertility and deveopmentd toxidity)
Bxperiencewith Human Expoaure (if avalable)

It hes a0 been agreed that some data in DS are not required for chemicas with limited exposure, such as
intermediates (see Section 3.6).

Exposure Information

It wes agread in May 1993 that cartain dements of expoaure information be part of the DS Such dements
induded those which were essertid to dlow effective gpplication of even Smple modds and methods. However, despite
the dedision to encourage collection of exposure information, difficulties arose in actud data collection. Therefore, a Task
Force under the Stearing Group on Exiding Chemicals met in June 1995 and made recommendations for effective and
effident procadures for collection and trangmission of exposure information, as wel as on exposure data demants to be
gethered for the SDS Initid Assesament.

Taking into account the experiences gained in apilot Sudy basad on the recommendations, another goproach wes
proposed and discussed & the 4th SIDS Initid Assessment Medting held in Tokyo in May 1996. Findlly, the Stesring
Group agread a its meeting in November 1996 on the following procedures for collecting and trangmitting exposure
information, which were subseguently confirmed a the 25th Joint Medting in November 1996:

Firg Sep (Beginning with Phase 5 charicals)

(@ The Seordarat informs Member countries which chemicals are baing sponsored and requests them to collect
exposure information on these chemicds i.e a the information gathering dage. (Beginning with Phase 6,
information giving the raionde for the selection of eech chemicdl is provided for Member countriesto eedly
focus on pedific exposure Studions)

(b) Member countries gather eesly-available expoaure information on the dements in the falowing ligt on dl
the chemicasa this gage and forward it to the rdevant Sponsor countrieswithin 6 months

Produced, imported or used?

Quentity (production, import and/or export volume)

Generd information on use pattern

MAK or equivdent occupationd gandards

Information on dassification and labdling

Nationd regulaiory sandards or other measures for management of exposure

Other informetion (eg. results of workplace monitoring, other information on occupationd exposure,
information on rdease to the environment, results of ervironmental monitoring, information on
conaumer expoaure, safe handling proocedures, €c.)

(© Sponsor countries gather more detailed nationd exposure information on their own gponsored chemicas
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Seoond step (Beginning with specific chemicalsidentified at SAMA4)

More detailed informetion will be gathered later by Member countries for pedific chemicas espeddly those
for which apotentid hazard hes been idertified et aSIAM.

Guidancefor callection and transmission of exposureinformation isgiven in Section 2.5.
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23 Outlineof theHarmonized Electronic Data SET (HEDSET)

HEDSET (Harnonized Electronic Data SET)

HEDSET is a daa entry sysem compiled on diskette with supporting programmes 1t has bean devdoped in
order to accommodate data on a chemicd and dlow thar trander to a data export file on diskette, which can then be
drculated as necessaxy. It is written in CLIPPER software and can be run on any type of IBM compatible PC with a
minimum of 640 KB memory and MSDOS verson 33 or higher. It is used dfter indaling on a hard disk (with
minimum of 10 MB free disk gpace). Further detalls are given in amanud. 1t should be noted that HEDSET does not
itsdf have database or word processor functions: Thesefunctions are available through IUCLID software

The HEDSET comprisssthe fallowing dataitems, which wereidentified and agreed to be necessary for theinitid
asessment of achemicd:

genard information on achemicd,;

information on producer, importer, €c.
physica-chemicd properties,

information on evironmentd fate and exposure
ecotoxicologicd proparties and

toxicologicd properties

The data dements in HEDSET are esstidly the same as those in the Revised OECD HPV Form 1, but with
omedifferencesin the numbering sygem.

For the purpose of promating user friendiness HEDSET has many fundtions for inputting deta by means of a
dossy, multi-entry fadlities, free text deta fidds, and CAS and EINECS number checking programmes.  Although
HEDSET will be available in nine EU offidd languages, only the English verson should be used for the OECD work on
HPV chemicds

Pyint files, made by usng the printing function, are ASCI files They can be printed out directly or can be edited
usng any word processing software

Although data inputted on the hard disk of a PC will autometicaly be converted to CLIPPER format, the data
export programme makes ASCI| files for trandfer to diskette. These export files can be read and incorporated into another

PC udng theimport programme.

Because HEDSET does not have database functions, usars cannat dedtronicdly compere the data (on two or
morechamicas). They may wish to obtain the IUCLID softwarefor this purpose

It should be noted thet, for copyright ressons, modification of the HEDSET diskette is prohibited without the
prior permission of the European Commission.

EXCHWMANUAL\97-2DOC/uly 1997



Data Collection Process

It is recommended that the following be usad to callect information on HPV chamicds for Phase 4 onwards in
place of the Revissd OECD HPV Form 12

aPCwithHEDSET inddled;
the explanatory notefor HEDSET;
themanud for HEDSET; ad

an export file on diskette for arculation (anly one chemical per diskette).

The diskette and supporting documents will be distributed to data submitters; (i.e manufacturers or importers of
chemicds) through the Nationd DS Contect Points: Datasubmitters will input the deta.and send export files on diskettes
totheNationd SIDS Contact Points for onward dirculation to Member countries and the OECD Seordariat.

The information in these files will be used nationdlly for review and/or the initid assessment of the sponsored
HPV chemicds and dso a SDS review procedure and SIDS initid assessment medtings. 1n addition, the data collected
will be made avalable to IRPTC for wider dissmingion. Woark is under way on a converson programme to dlow
automatic input of HEDSET export file datainto the IRPTC database

IUCLID (I nternational Unified Chemical- | nformetion Database)

IUCLID is a database software which has been devdoped by the European Commission in order to ded
spedificaly with deta collected using the HEDSET system.

IUCLID is cgpable to run on different hardware plaforms and operating sydems. The following operating
sysgemsare supported: IBM-ALX (Unix), SCO-UNIX, VMS DEC-UNIX, SUN SOLARISand MSDOS. A coresponding
vason of the ORACLE database manegement software is required. To operate IUCLID on a PC with MSDOS a disk
pece of 100 Mbytesand amain memory of 16 Mbytesisrequired. A PCwithaPENTIUM processor isrecommended.

IUCLID can import and compile data from export files made under HEDSET.  Database functions such as ddta
search, data sorting, etc., as well as printing functions, are induded. ASCII files for exporting deta can d<o be prepared,
which could be used for drculation indesd of HEDSET diskette

The IUCLID daabese software and an explanatory manud is avaladle from the Europesn Commission.

Recatly, a CD-ROM for Windows which indudes non-confidentid data conceming HPV chemicds in the EU (ie
chemicasin Annex | of Regulation (EEC) 793/93) has been mede available as alow-cost verson of the [lUCLID database.
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24 Guidancefor the Responder tothe OECD Request for Available Data on High Production Vodume
(HPV) Chemicals " Revissd OECD HPV Form 1"

1 The attached blank form, Revised OECD HPV Form 1, is for the providon of avalddle information on HPV
chemicds i.e a Soreening Information Data St (SIDS) in the form of a"SDS Dosse™. This origind HPV Form 1 was
agresd and digributed in 1990, then revised in order to achieve full compatibility with HEDSET in 1993, This "Revisd
OECD HPV Form 1", now fully competible with HEDSET, is available both in pgper form and on a diskette written in
Word 6.0 from the Nationd SIDS Contect Points or the OECD Secretariat.

2 Revissd OECD HPV Fom 1, ussd for preparing the SDS Dosse, indudes the SDS Prdfile and SDS
Summary. Theseshould befilled in after dataentry.

3. The information presented should be sufficiently reported and referenced with respect to the subgtance tested,
methods ussd, endpoints examined and results obtained S0 as to dlow reviewers to make an informed judgement of the
quality and suitability of the data

4. In gened, the support data and repoarts will not be kept confidentid. [See dso OECD Coundl Adct
C(83)98(Find) and its OECD Lig of Non-Confidentid Dataon Chemicas] In exceptiond cases, where dataare indicaied
to be confidentid, they will be meade available for review on aconfidentid bads by spedfic expertsin each Mamber country
thet recaves the daa Thet is in these cases the OECD Coundl Act concarning Exchange of Corffidentid Data on
Chemicas[C(83)97(Find)] gpplies

5. When a gandard test method (eg. OECD, 1SO, DIN, EPA) has been used, it should be identified but it is not
necessaty to repedt detals in the text. When a nonrsandard method has been usad, ddtals of the method, equivdent to
thosein an OECD Tes Guiddine should be provided when possble

6. When the test method dlows the use of dternatives for cartain test parameers (eg. spedies), the dterndives
chosen should be indicated.  In the case of agudic toxiaty teds, it is important to indicate whether nomind or meesured
concantrations were ussd.

7. If more then one st of datais available for agiven item, each sat should be submitted. The preferred results
should beidentified as" preferred results' and should comefirg in the sgt of data of theitem after the deta evaluation
isover.

8. Under the entry for "Tes subdance’, where possible the purity, percentages of known impurities, and detals of
any vehide used should be given.

9. When submitting the test resulits for any individua data dement, the format should, where possible, be based on
the corresponding Test Report section destribed in therdevant OECD Tes Guiddine

10. Cdculated vaues mugt beidentified and the caculation method should be dited.

11 Under the section "References’, the source of information used to respond to the request should be iderntified. In

genead, information should be taken from primary sources and quating from secondary references such as a book or a
review atide should be avoided. Indicae theftitle of the atide; journd where Sudy gopears;, valume pege numbers and
date of report or publication. Where gppropriaie, indicate "unpublished report”, its authors and thar afiliation. Lesser
Oetails can be cross-referenced within the gppropriate individua datadement.

12. Where datafor the sponsored chemicd are not available, the responders are encouraged to submit exising data
onreaed compoundssuch as

isomerswhich have amilar dructure edtivity profiles
dosdy rdaed homologues
relevant precursors and breskdown products, aong with informetion on metaboliam and degradaion.

13. Daa dements marked with an agderisk (*) correspond to those in the Screening Information Data St (SIDS),
and those marked with adagger () are spedificdly requested for inorganic chemicals
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14. In order to fadlitate filling in this form in an gppropriate fashion, aModd Dossier has been prepared and is st
out in Annex 2 to this Manual. Explanations rdated to data requested in this form can dso be found in the HEDSET
BExplanatory Note available from the Europeen Commission.
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REVISED OECD HPV FORM 1

SIDSDOSS ER
ONTHEHPV PHASE ... ... CHEMICAL
CASNo. ....-..-
SPONSOr COUMIY & .ot
DATE: .. e
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SDSPROHLE
SDSSUMMARY
1 GENERAL INFORMATION

101  SUBSTANCE INFORMATION
* A. CASNUMBER
B. NAME (IUPACNAME)
* C. NAME (OECD NAME)
t D. CASDESCRIPTOR
E. EINECSNUMBER
F.MOLECULAR FORMULA
* G. STRUCTURAL FORMULA
H. SUBSTANCE GROUP
. SUBSTANCE REMARK
J  MOLECULARWHGHT
102 OECDINFORMATION
A. SPONSOR COUNTRY
B. LEAD ORGANISATION
C. NAME OF RESFONDER (COMPANY)
11 GENERAL SUBSTANCE INFORMATION
A. TYPE OF SUBSTANCE
B. PHYSCAL STATE

C. PURITY
12 SYNONYMS
13 IMPURITIES

14 ADDITIVES
15 * QUANTITY
16 LABELLING AND CLASSHCATION (USE AND/OR TRANSPFORTATION)
17 * USEPATTERN
A. GENERAL UEPATTERN
B. USESIN CONSUMER FRODUCTS
18 OCCUPATIONAL EXPOSURE LIMIT VALUE
19 * SOURCES OF EXPOSURE
110 ADDITIONAL REMARKS
A. OPTIONSOF DISFOSAL
B. OTHERREMARKS

2 PHYSCAL-CHEMICAL DATA

21 * MELTING POINT
22 * BOILING POINT
23 T DENSTY (RELATIVE DENSTY)
24 * VAPOUR PRESSURE
25 * PARTITION COEFHCIENT rOCTANOLMWATER
26 * WATER SOLUBILITY
A. SOLUBILITY
B. pHVALUE pKaVALUE
27 FLASH POINT (LIQUIDS
28 AUTO ALAMMABILITY (SOLIDIGASES)
29 ARLAMMABILITY
210 EXPLOSVE PROPERTIES
21 OXIDISING PROPERTIES
212 1 OXIDATION:REDUCTION POTENTIAL
213 ADDITIONAL REMARKS
A. PARTITION CO-EFHCIENT BETWEEN SOIL/SEDIMENT AND WATER (Kd)
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B. OTHERREMARKS
3. ENVIRONMENTAL FATE AND PATHWAYS

31 STABILITY
311 * PHOTODEGRADATION
312 * STABILITY INWATER
313 STABILITY IN SOIL
32 * MONITORING DATA (ENVIRONMENT)
33 * TRANSPFORT AND DISTRIBUTION BETWEEN ENVIRONMENTAL COMPARTMENTS INCLUDING
ESTIMATED ENVIRONMENTAL CONCENTRATIONSAND DISTRIBUTION PATHWAY S
331 TRANSFORT
332 THEORETICAL DISTRIBUTION (FRUGACITY CALCULATION)
34 MODE OF DEGRADATION IN ACTUAL USE
35 * BIODEGRADATION
36 BOD-5, COD OR RATIO BOD-5COD
37 BIOCACCUMULATION
38 ADDITIONAL REMARKS
A. SEWAGETREATMENT
B. OTHER

4. ECOTOXICITY

41  * ACUTEPROLONGED TOXICITY TOAH
42 ACUTE TOXICITY TOAQUATIC INVERTEBRATES
* A, DAPHNIA
B. OTHERAQUATIC ORGANISMS
43  * TOXICITY TOAQUATIC PLANTSeg, ALGAE
44 TOXICTY TOBACTERIA
45 CHRONIC TOXICITY TO AQUATIC ORGANISMIS
451 CHRONIC TOXICITY TOAH
452 (*) CHRONIC TOXICTY TOAQUATIC INVERTEBRATES
(eg, DAPHNIA REPRODUCTION)
46 TOXICITY TO TERRESTRIAL ORGANISMIS
461 TOXIOTY TO SOIL DWELLING ORGANISMS
462 TOXICITY TO TERRESTRIAL PLANTS
463 TOXICITY TO OTHER NONAVAMMALIAN TERRESTRIAL SPECIES
(INCLUDING BIRDS)
47 BIOLOGICAL EFFECTS MONITORING (INCLUDING BIOMAGNIACATION)
48 BIOTRANSFORMATION AND KINETICS
49 ADDITIONAL REMARKS
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TOXICITY

51 * ACUTETOXICITY
511 ACUTE ORAL TOXICITY
512 ACUTE INHALATION TOXICITY
513 ACUTE DERMAL TOXICITY
514 ACUTETOXICITY BY OTHER ROUTESOF ADMINISTRATION
52 CORROSVENESSIRRITATION
521 XKIN IRRITATION/CORROSON
522 EYE IRRITATION/CORROSON
53 KIN SENSTISATION
54 * REPEATED DOFETOXICATY
55 * GENETICTOXICITY INVITRO
A. BACTERIAL TEST
B. NON-BACTERIAL INVITROTEST
56 * GENETICTOXICITY INVIVO
57 CARCINOGENICITY
58 * TOXICITY TO REPRODUCTION
59 * DEVELOPMENTAL TOXICITY / TERATOGENICITY
510 OTHER RELEVANT INFORMATION
A. SPECIHC TOXICITIES(NEUROTOXICITY, IMMUNQOTOXICITY €c)
B. TOXICODYNAMICS TOXICOKINETICS
511 * EXPERIENCE WITH HUMAN EXPOSURE
6. REFERENCES
Noe *;DaademetsintheSDS
t; Daadementspeddly required for inorganic chemicds
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SIDS PROFILE

DATE
101A. CASNo.
101C. CHEMICAL NAME
(OECD Name)
101D. CASDESCRIPTOR
101G. STRUCTURAL FORMULA
OTHER CHEMICAL IDENTITY
INFORMATION
15 QUANTITY
17 USE PATTERN
19 SOURCESAND LEVELSOF
EXPOSURE
ISSUESFOR SDSteding required:
DISCUSSON
(IDENTIFY,IF
ANY)
EXCHWMANUAL\97-2DOC/uly 1997




SIDSSUMMARY

DATE:
CASNO: oo,
> &b
g = g | g o =
| & g |2 2 | 33
S a . s 3 a, =
= O A, 3 £5 0 o=
B i) = = 25 3 g
S O G o o> < 7
STUDY YIN| YIN| YIN| YIN| YN | YIN| YN

PHYSICAL-CHEMICAL DATA

21 Melting Point
2.2 Boiling Point
2.3 Density
24 Vapour Pressure
25 Partition Coefficient
2.6 Water Solubility
pH and pKavalues
212 Oxidation: Reduction potential
OTHER P/C STUDIES RECEIVED
ENVIRONMENTAL FATE and PATHWAY
311 Photodegradation
312 Stability in water
3.2 Monitoring data
3.3 Transport and Distribution
35 Biodegradation
OTHER ENV FATE STUDIES RECEIVED
ECOTOXICITY
4.1 Acute toxicity to Fish
4.2 Acute toxicity to Daphnia
4.3 Toxicity to Algae
45.2 Chronic toxicity to Daphnia
4.6.1 Toxicity to Soil dwelling organisms
4.6.2 Toxicity to Terrestrial plants
4.6.3 Toxicity to Birds
OTHER ECOTOXICITY STUDIES RECEIVED
TOXICITY
511 Acute Ora
512 Acute Inhaation
513 Acute Dermal
5.4 Repeated Dose
55 Genetic Toxicity in vitro
. Gene mutation
. Chromosomal aberration
5.6 Genetic Toxicity in vivo
5.8 Reproduction Toxicity
59 Development / Teratogenicity
511 Human experience
OTHER TOXICITY STUDIES RECEIVED
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1 GENFRAI INFORMATION
101 SUBSTANCE INFORMATION
*A. Cag number ... S e
B. NAME(IUPACTIITE) it b bbb bbb bbb bbb bbb
*C. NaME(OECD MAITE) s bbb bbb bbb
1D. CASDexriptor (whereapplicablefor complex chericals)
E. EINECSNumber  ............ e e
F. MOBTUIAr FOMMUIBT e
*G. Sructural Formula (indicate the sructural formulaiin smiles code, if available)
H. Subgtance Group (if possble, only for petroleum products, sse HEDSET explanatory note)
l. Subgance Remark (Indicate the subgtance reamark as prescribed in the EINECS Inventory, if possible)
J. MaetUlar WEGNE bbb bbb
102 OECD INFORMATION
A. PONT COUNIIY: bR bR bR bbb s
Lead Organisation:
NAME OF LEAD OFGANISAION: .....eoeeeeerrereereereaeeseeseesessessessesesessessessessssssssssessessesssssssessessessessssssssssessessensssssssssessensenssnes
(000, 017= o 0= £ 0,0 0O TP
Address
RS (< < TP
POFE COUES ..ot
TOMIY. et R R R R
(/0 10 1 STV
= ST
B o etee e RS R R AR
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C. Name of responder (Informetion on a regponder should be provided when companies respond to Lead
Organisation or DS Contact Points)
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12

13

14

*15

16

GENERAL SUBSTANCE INFORMATION
Typeof Subgtance

dement[ ];inorganic ]; nalurd subgtance| ]; organic| ]; organometdlic| |;
petroleum product [ ]

Physcal State (at 20°C and 1.013 hPa)
geseous| ; liquid[ 1; slid[ 1]
Purity (indicate the percentage by WEIGNAEIGNL)..........ocvii s

SYNONYMS e R R R R

ADDITIVES (eg. dabilisng agents inhibitors ec. Indicate CAS No., chemical name (IUPAC nae is
preferable), percentage, if possble EINECS number), the component of the UVCB (subgtance with no defined
composition) should beindicated here)

QUANTITY [Information on production or inport levds should be provided in figures or ranges (eg. 1,000-
5,000, 5,000-10,000 tonnes, €c.) per responder or country and the date for which those ranges apply should be
given. For EU Marbe dates only indicate the EU import figure Give an edimetion of the global production
guartity in the remarks fidd. Informetion on the number of producers in the country and the source of
information should also be given in the remerksfidd)

Remarks (If possble, indicate if the subgtance was produced and/or inported during the 12
months following adoption of the EU regulation on edsing chemicals) .....ocveeveeeneen.

REEIEIE e
LABELLING AND CLASSFICATION [If possble, enter information on labelling and dassfication, such
as labdling and dassfication sysem, exigence of pedific limit, symbols, nota, R-Phrases and SPhrases of EC
Directive 67//548EEC. S HEDSET Explanatory Note]

Labdling

Type
1S o< o111 10 )£
010076 OO
Nota
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*1.7 USE PATTERN

A. Generd [Data on use pattern have to be given by assgning main types according to their eqposure rdevance
(i-e non-digperdve use, uein dosed sygtems, use resulting in indudon into or onto metrix and wide dipersve
uss), indudrial categories (eg. basc chamical indudry, chemical indudry, agricultural indudry, personal and
domedtic uss) and use categories uch as calouring agertts, intermediates, solvents, adhesives, deaningwashing
agents, fertilisers impregnation agents, surface-active, etc. If available, give an esimation of different usesin

percantage terms))
Typeof Us Category:
@ MBIN bbb
INAUSIIEL s
USE s s
(b MBIN e
INAUSIIEL et
USE e s e
Remarks () ettt
(D) bR
REEEN0E R
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B. Usss in Consumer Produds [If the chemical is present in consumer products as merkeled, give details of
products function (eg. detergart, etc.), and percentage in product and physical date of product as marketed
(eg. aerasol, poader or liquid)]

18 OCCUPATIONAL EXPOSURE LIMIT VALUE (Indicate the type of occupational exposure limit value
induding short-term expoaure limit value If a value does not exi, give the hygiene dandard of the producer
compary if available. Sealsn5.11)

Shart term exposure limit value
V£ O

*19 SOURCES OF EXPOSURE

Dexribe sources of potential humen [other than concentration of chemicals in the workplace and indoor
ervironment (se 5.11)], or emvronmental exposure, induding emisson data (eg. quantities per media with
information such astime dimendons of rdease, indication of type of rdease (eg. point source or diffuse), type of
edimeting (eg. average or word case), uncertainties in esimetion), for al phases of the life cyde of the
chemical, if available, induding manufacturing and user arees.

For environmental exposure, indicate the production process briefly, number of gtes of manufacture and, the
bagsfor conduding that the processis"dosed” if applicable

Al an indication of measured expoaure levds (eqoressad in an appropriate form, eg. geomeric mean and
dandard deviation) can be mentioned here  Any information that will hdp to focus the assessment of eqoosure
(ether quantitative or quantitativein nature) can be mentioned, if available)

Source V1S 0 =X 0 M (= [= = S

(O 17 11115 0. 0107 o = TS

LS 10 16

(RS 1= (= 1.0 =S
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110 ADDITIONAL REMARKS

A. Optionsfor digposal [Mode of digposal (eg. incineration, rdease to savage sysem, c.) for each category and
type of use if appropriate; recyding posshility]

LS 10°= (O
(RS 15 (= 1.0 =S

B. Other remarks

*21 MELTING POINT (If more than one, identify the recommended value)

vVdwe 0 °C

Decompogtion: Yes[] No[] Ambiguous| ]

Sublimation: Yes[] No[] Ambiguous|]

Method: [eg. OECD, ather (with the year of publication or updated of the method used)]

GLP. Yes[] No[] ?[]

REMAKS e
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR

*22 BOILING POINT (If morethan one, identify the recommended value)

vdue 0 °C

Presure a.. hPa

Decompogtion: Yes[] No[] Ambiguous| ]

Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .

GLP. Yes[] No[] ?[]
REMNAKS e ————————— e
Reference eteteeetetetssseetssssesssstssssssssssssstssssstssssssstststetssssstststetstststebststebetetstebebebeteteteteterebebetereterererirens

123 DENSTY (rdative dengty) (Where applicable, indicate the relative density of the subdance)

Type Bulk densty []; Densty[]; RddiveDensty [ ]

VEUE e
Tempaaue ...l °C

Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .

GLP. Yes[] No[] ?[]

REMAKS e
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR

*24 VAPOUR PRESSURE (if more than one, identify the recommended value)

Vdue hPa
Tempaaue ... °C
Method: caculated [ ]; messured| |
[eg. OECD, other (with the year of publication or updated of the method used)] .
ap Yes[]No[]’>[] .......................................................................................................
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Remarks e eetetesteateteseseatatesssestatesesessatesesseatetestseatatesesetateteattatateeeaetateeeretateeeseeatnenr et e et neenenatnes
Refarence e eeteteeteeatetesesestatesssestatesesessatesesseateteseseatetesssetatesesttatateeettateeeetateeesetatneeseeateeneeaetannes

*25 PARTITION COEFFICIENT logPo (if more than one, identify the recommended value)

LogPow: Ll

Tempaaue ...l °C

Method: caculated[]; messured| ]

[eg. OECD, other (with theyear of publication or updating of the ..................... method usad)).

ap Yes[]No[]’>[] .......................................................................................................

REMAKS e

Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
*26 WATER SOLUBILITY (if more than one, identify the recommended value)
A. Solubility

Ve

Tempaaue ... °C

Description: Miscible[]; Of very high solubility [ ];

Of highsolublity [ ]; Soluble[]; Slightly soluble[];
Of low solubility [ ];  Of very low solubility [ ]; Not soluble[ ]

Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .

ap Yes[]No[]’>[] .......................................................................................................

REMAKS R

Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
B. pH Value pKaValue

pHvdve ..l

Conoentration:  ...........

Tempaaue ...l °C

Method: [eg. OECD, ather (with the year of publication or updating of the method used).

ap Yes[]No[]’>[] .......................................................................................................

(Where applicable, enter values for the dissodation condant(s) and the conditions under which they were

measred)

pKavduve ...l a 25°C

Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR

REEEN0E e
27 FLASH POINT (I|qU|ds)

vdwe 0 °C

Typeof test: Clased ap| ; Openap|[]; Other[]

Method: (with the year of publication or updating of the method used). ...,

ap Yes[]No[]’>[] ......................................................................................................

REMAKS R

Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
28 AUTO FLAMMABILITY (s0lid/gases)

vdwe 0 °C

Pesre L hPa

Method: (with the year of publication or updating of the method used). ...,
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GLP. Yes[] No[] ?[]
REMNAKS e ————————— e
Reference eeeeeeetetstssseetssssesssstssssssssssssstssssstssssesstststetssssststststssststssststebetetsbebebebetetetetetetebebetererebererirens

29 FLAMMABILITY

Reaults Extremdy flanmable[ ]; Extramdy flanmeble- liquified gas[ |;
Hignly Hammable [ ]; Hammable[ ]; Nonflammeble][ ];
Soontaneoudy flammebleinar [ ]; Contact with weter liberates highly flammable

gees| J;Ober( ] |
Method: (with the year of publication or updating of the method usad). ...
ap Yes[]No[]’>[] .......................................................................................................
REMIAKS et e ettt e st e et s enanantes
Reference eteteteeetesesesereseseseresessesesesesiesesesssesseseserasaesesesasastesesesasaetesetasastetetesstetesettsteterarasastetarares

210 EXPLOSVE PROPERTIES

Results Explogve under influence of aflamg |;
More sengtiveto friction then m-dinitrobenzene| |;
More sengtive to shock than m-dinitrobenzene[ ]; Not explosve[ |

Other[ ]

Method: (with the year of publication or updating of the method usad). ...

ap Yes[]No[]’>[] .......................................................................................................

REMAIKS R

Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
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21

OXIDISNG PROPERTIES

Reaults Maximum burning rate eque or higher then reference mixture[  ];
Vigorousreection in prdiminary tet[ J;
No oxidigng propaties[ ]; Other[ ]

Method: (with the year of publication or updating of the method used). ...,
ap Yes[]No[]’>[] .......................................................................................................
[ S 107 16O
Refarence e eetetesteateteseseatatesssestatesesessatesesseatetestseatatesesetateteattatateeeaetateeeretateeeseeatnenr et e et neenenatnes

1212 OXIDATION: REDUCTION POTENTIAL
(Where applicable, indicate the redox potential and the conditions under which it wasmeasured)
Vduee L mvV
Method: (with the year of publication or updating of the method used)
ap Yes[]No[]’>[] .......................................................................................................
REMAKS e
Reference eeee e R R R AR AR AR AR AR R AR AR R AR AR AR AR
213 ADDITIONAL DATA
A. Partition co-dffident between soil/sediment and water (Kd)
Ve L
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .
ap Yes[]No[]’>[] .......................................................................................................
REMAKS e
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
B. Othe data
(eg. Henry's Law condartt, fat solubility, surface tengon (of agueous solution), adsorptior/desorption on sol,
particle sze didribution, ic.)
Reaults eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
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3. ENVIRONMENTAI FATE AND PATHWAYS
[Reporting of gudies should give the test method, test condiitions (laboratory versus fidd dudies), test results
eg. % degradation in goedified time period) and reference. Informetion on breakdoan products (transent and

stable) should be provided when available]

31 STABILITY
*311 PHOTODEGRADATION
Type Air[ |;Wae[ ];Sal[ ]; Other[ ]
Light source: Sunlight [ ]; Xenonlamp[ ]; Other [ ]
Light spectrum: ........... nm
Rdaiveintensty: ........... (based on intengity of sunlight)
Seectrumof subdance  [eg. lanmbda (mex.)(>295nm) and gpsilon (max) or epsilon (295nm)
........... nm
Concentration of Subdtance: ...........
Tempaaue ... °C
Direct photalyds
Hdf life ..ol
Degraddtion: ... % (weightiweight) after ........... (exposuretime)
Quantumyidd: ...........
Indirect Photalyss
Typeof sendtizer: ... .. ...,
Concentretion of sengtizer: ...........
Rate condant (redicd):  ........... om’/molecule* sec
Degradation:. ...
Method: cdculaed| ]; messured| |
[eg. OECD, ather (with the year of publication or updating of the method used)]
ap Yes[]No[]’>[] .......................................................................................................
Tetsubdance ........... , puritys ..o
REMAKS e
REEEN0E R
*312  STABILITY INWATER
Type Ablotlc(hydrolyss)[ 1 hotlc(sedlment)[ ]
Hdflife ... apH ... & °C
Degradetion:. ... apH ........... at ........... °C after
........... (exposuretime)
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] ......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
Remarks (eg. CASnumber, name and percentage of degradation products)
Reference: e
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313

STABILITY IN SOIL
Type: Fedtrid [ ]; Laboratory []; Other[]
Rediolabd: Yes[ ] No[] ?[]
Conoentration:  ...........
Soil temperetures L °C
Soil humidity: ™ ...
Soil dassfication: DIN19863[ ]; NFX31-107[]; USDAT ]; Other[ ]
year........
Contertt of day ec.: Clay...... %, Silt....... %, Sand...... %
OrganicCarbon: ...........
SilpH:
Caionexchangecapaaty: ...........
Microbid bomess ...........
Disspdiontime DTS0:...........
DTO:...........
Disgpaion:  ........... Yoafter.......... (time)
Method: [eg. OECD, ather (with the year of publication or updating of the method used)]
GLP. Yes[] No[] ?[]
Tetsubdance ........... Jpurity: ...
Remarks eeeeeeaeeR R R AR AR RS R AR AR AR AR AR AR AR
Reference eeee e R R AR R AR R AR R AR AR AR AR

*32 MONITORING DATA (ENVIRONMENTAL)
Note that data on biological effects monitoring, induding biomegnification, and biotrandformation and kinetics
in evironmental spedies are to be reported in section 4.7 and 4.8, respectively. Nonethdess concentration in
various biota should be reported here. Data on concentration in the workplace or indoor evironment should be
reported under item5.11.
Typeof Messuremat:  Background[ ]; At contaminated Ste[ ]; Other|[ ]
Meda eeee e R eeR R RA AR AR R AR R AR R AR AR AR
Reaults eeee e R R R RS R R R AR R AR R AR R AR R AR
Remarks eeee e R R R AR AR AR AR AR R AR AR R AR AR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
33 TRANSPORT AND DISTRIBUTION BETWEEN ENVIRONMENTAL COMPARTMENTS
INCLUDING ESTIMATED ENVIRONMENTAL CONCENTRATIONS AND DISTRIBUTION
PATHWAYS (eg. during the chemical lifecyde  Theinformation should indicate whether the calculation is
on aglobal bassor isste-gedfic, and whether it isbased on laboratory measurements or fidd observations)
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*331 TRANSPORT

Type Adsorptlon[] Desorption|[ ]; Volatility [ ]; Other[ ]

*332 THEORETICAL DISTRIBUTION (FUGACITY CALCULATION)

Media Air-biota[ ]; Air-biotarsediment-soil-water [ ]; Soil-biota] ];
Waeter-air [ ]; Water-biota[ ]; Water-soil [ ]; Other [ ]

Method: Fugedity levd | [ ], Fugedty leve 11 [ ]; Fugedity leve 111 [ ]; Fugedty levd IV [ ]; Other
(calculalon)[ ]; Other (messurement)| |

Reallts e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Remaks e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Refarence e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes

34 IDENTIFICATION OF MAIN MODE OF DEGRADABILITY INACTUAL USE

Reallts e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Remaks e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Refarence e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes

*35 BIODEGRADATION

Type agrobic[ ]; anegrobic[ ]

Inoculum: b2 02 0 < ol [ 00 0= 0:2 0 (= o N T PP OAP TR

Concentration of thechemicd: ... ... rdatedto COD [ ]; DOC| ]; test subgtance| ]

Medium: weter [ ]; water-sediment[ ]; soil [ ]; sewagetresment [ ]

Degradation: (ppercentage reduction/exposure time)
.......... Yoafter...........(time)

Results (see OECD Guiddines) reedily biodeg. [ ]; inherently biodeg. [ ]; under test condition no
biodegradation obsrved [ |, other [ ]

Kindic (eg. Zan-WdlensTed).......... %in............ (time)

Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .

GLP. Yes[ ] No[] ?[]

Tetsubdance ........... Jpurity: ...

Remarks [In the case of poorly soluble chemicals treatment given (nature, concentration, CAS
number, name and percantage of degradation prodUTSELC.)] . ...

Reference eeee e e R R R AR R AR AR R AR R R R AR AR R R
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36 BODs, COD OR RATIO BODs/COD

BODs

Mehod ~  ...........

Concentration: ™~ ........... rdatedtoCOD [ ]; DOCJ |]; Tessubgance[ |
Vduee 0 mg O/l

GLP. Yes[] No[] ?[]

COD

Mehod: ...

Vduee 0 L mg OJ/g
GLP Yes[] No[] ?[]

RatioBODJ/COD:  ...........

Remaks e eeeteteetseatetesesestatesssestatesssessatesesseatetessseatetesesetatesesttatatesettateeeetateeesetatnenseeat et neenetannes
Refarence e eeteteeteeatetesesestatesssestatesesessatesesseateteseseatetesssetatesesttatateeettateeeetateeesetatneeseeateeneeaetannes

37 BIOACCUMULATION

0.2 01T
(0. 1 (= o= (oo TP
Tempaaue ... °C
Conoentration: ...........
BCE
Elimination: Yes[ ] No[] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .
Typeof tex: caculated[ ]; messured [ ]

datic[ ]; semi-gatic[]; flow-through|[ ]; other (eg. fiddtes)[ ]
GLP. Yes[] No[] 7]
Tetsubdance ........... Jpurity:. ...
REMAKS e
REEEN0E R

38 ADDITIONAL REMARKS

A. Sawagetreatment (information on treatability of the subgtance)
Reaults eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
B. Other information [informetion that will hep to focus the exqosure assessmat (ather qualitative or
quantitative)]
Reaults eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeeeeeaeea R R RA AR AR AR AR AR AR R AR AR AR R AR
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4. ECOTOXICITY
*41 ACUTE/PROLONGED TOXICITY TOFIH
Typeof tet: datic| ], ssmi-gaic | ; flow-through [ ]; other (eg. fiddtest) [ ]
_ openysten| J; dosathysten |
TEOES ARttt
(0. 1 (= o= (oo PP
Reaults LQo an=....... |
LCo(48h) =....... mg/l
LCo(72h) =....... mg/l
LCxo(96h) =....... mg/l
NOEC=......... mg/l
LOEC=......... |
Ardyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .
ap Yes[]No[]’>[] ........................................................................................................
Tetsubgance ............ Jpurity: ...
REMAIKS R
REEEIE R
42 ACUTE TOXICITY TO AQUATIC INVERTEBRATES
*A. Daphnia
Typeof tet: datic|[ ]; semi-datic| ]; flow-through [ ]; other (eg. fiddtest) [ ];
_ openysten| J; dosziysten |
OEOES AR bR E bbb
(0. 1 (= o= (oo PP
Reaults EQQ an=........ |
ECo(48n) =........ mg/l
EC«(-h=........ mg/l
NOEC=........... |
Ardyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, other (with the year of publication or updating of the method used)] .
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ..o
REMAKS R
REEEN0E R
B. Other aguatic organians
Typeof tes: datic[ ]; semi-gtic[ ]; flow-through [ ]; other (eg. fidd test) [ ]; openrsystem [ |;
dosed-system[ ]
0.2 01O
(0. 1 (= o= (oo PP
Reaults ECo(24h)=........ |
ECo(48n) =........ |
EC.(-h=......... mg/l
NOEC=.......... |
Ardyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .
ap Yes[]No[]’>[] .......................................................................................................
Tetsubdance ........... purity: ...
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Remaks e eetetesteateteseseatatesssestatesesessatesesseatetestseatatesesetateteattatateeeaetateeeretateeeseeatnenr et e et neenenatnes
Refarence e eeteteeteeatetesesestatesssestatesesessatesesseateteseseatetesssetatesesttatateeettateeeetateeesetatneeseeateeneeaetannes

*43 TOXICITY TOAQUATIC PLANTS eg. dgee
0.2 01T
Endpoint: Blomass[ ]; Growthrae[ ]; Other[ ]
(0. 1 (= o= (oo PP
Rests ............ ECo (... h=....... mg/l
(Endpaint) ECu(--- - h=....... mg/l
NOEC=....... mg/l
LOEC=....... mg/l
Andyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg OECD, ather (with the year of publication or updating of the method used)] ...
gydem| |; dossd-sygem| |
GLP. Yes[ ] No[] ?[]
Tetsubdance ........... Jpurity: ...
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
44 TOXICITY TO BACTERIA (Sngle spedies tests and tests on overall processes such as nitrification or oil
repiration areinduded in thisitem)
Type Aquatlc[] Fdd[ ]; Sal[ ]; Other[ ]
0= 01T
Bxposure Period: eeteaeeaeeeeeeeEeeaeeaeeaeE et ee A e aeease e ee S e A eE A e A eeE AR A A LA R e R e AR RS ee AR e et bRt an et
Realits EGo (--h) =....... I
EC«(..h) =....... |
Andyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method usad))]
GLP. Yes[] No[] ?[ ]
Tetsubgance ............ purity: ...
Remarks  eeee e eea R R AR R AR R R AR R AR R AR R
Reference eeee e R R R AR AR AR AR AR R AR AR R AR AR AR AR
45 CHRONIC TOXICITY TO AQUATIC ORGANISMS
451 CHRONIC TOXICITY TO FIH (effects on reproduction, embryo/larva, €c.)
Typeof tes: datic[ ]; semi-gatic [ ]; flow-through [ ]; other (eg. fiddtes) [ ]; openrsydem][ |;
dosdsysem| |
0.2 01O
Endpaint: ngthofflsh[ ]; Weight of fish[ ];
Reproductionrate[ ]; Other[ ]
BExpoaure pariod: eeeteaeeaeeeeeeeEeeaeeaeeaeE et e A e ReeAee e A e oA eEAeE A eeE AR e AL E e AR e A SRR E et A a et e et
Resllts .......... ECo(-d)=....... mg/l
(Endpoint) EC« (-d)=....... mg/l
NOEC=......... mg/l
LOEC=........ mg/l
Andyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
GLP. Yes[ ] No[] ?[]
Tetsubdance ........... Jpurity: ...
Remarks  eeee e eea R R AR R AR R R AR R AR R AR R
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Refarence e eetetesteateteseseatatesssestatesesessatesesseatetestseatatesesetateteattatateeeaetateeeretateeeseeatnenr et e et neenenatnes

(*)452 CHRONIC TOXICITY TO AQUATIC INVERTEBRATES (eg. daphnia reproduction. The ned to
conduct testsfor thisendpoint will depend inter alia upon posshble concern for long term effects)

Typeof tes: datic[ ]; semi-gaic| ]; flow-through[ ]; other (eg. fidd test) [ ]; opensystem|[ |;
dosd-sysem| |
Soedes eeeteaeeaeeeeeeeteeaeeareaeE et e A eeaeeAee e A e SR eeA e A eeE AR e A AL E e A e R e A AR SRR e et s et an et
Endpoint: Mortdity [ ]; Reproductionrate[ ]; Other[ ]
Bxporepeiod: ............
Reslts ........... ECol(..... hy=....... I
(Endpoint) EC«(- - - - - d=....... |
NOEC=........ I
LOEC=........ mg/l
Andyticd monitoring: Yes[ ] No[ ] ?[]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
GLP. Yes[] No[] ?[]
Tetsubdance ........... Jpurity: ...
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
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46

46.1 TOXICITY TO SOIL DWELLING ORGANISMS
Type: Artificd soil [ ]; Flter pgper[ ]; Other[ ]
0.2 01O
Endpoint: Mor[ahty[ ]; Weight [ ]; Other[ ]
(0. 1 (= o= (oo TP
Rests .......... ECx (.- - d=....... mg/kg
(Endpaint) ECx (- - - - - d=....... kg
----- d=.......mgkg
NOEC =........... mg/kg
LOEC =........... mgkg
Method: [eg. OECD, ather (with the year of publication or updating of the method used))]
ap Yes[]No[]’>[] ........................................................................................................
Tetaubdance ........... purity: ...
REMAKS R
REEEN0E e
462 TOXICITY TO TERRESTRIAL PLANTS
@
S = R ———
Endpoint: Ermgmoe[]Growlh[]Otr‘a[]
EXPOSUMEPEION. et
Reaults ECs andior LCo(7d)=........ mg/l
ECoandor LC(14d) = ... ... mg/l
ECxandlor LCo (xxd) = .. ... mg/l
NOEC=........ccovninnnn. mg/l
LOEC=.. .t I
Method: [eg. OECD, other (with the year of publication or updating of the method usad)].......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ..o
REMAKS e
REEEN0E e
0
S = R ——
Endpoint: Emagmoe[] Growth|[ ]; Other[ ]
(0. 1 (= o= (oo PP
Reaults ECs andor LCo(7d)=....... mg/l
ECoandor LC(14d) = ... ... mg/l
ECxandlor LCo (xxd) = .. ... mg/l
NOEC=..........ccvntn.. mg/l
LOEC=.. .ottt I
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS e
REEEN0E R
©
S =
Endpoint: Ermgmoe[]Growlh[]Otr‘a[]
(0. 1 (= o= (oo TSR
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Results ECoador LG (7d) =....... mg/l

ECoandor LC(14d) = ... ... my/l

ECxandlor LCo (Xxd) = .. ... my/l

NOEC=.........ccovntn.. mg/l

LOEC=. ..ot I
Method [eg. OECD, ather (with the year of publication or updating of the method used)] .......
GLP. Yes[ ] No[]7?[]
Tetsubdance ........... Jpurity: ...
REMAKS R
REEEN0E R

46.3 TOXICITY TO OTHER NON MAMMALIAN TERRESTRIAL SPECIES(INCLUDING AVIAN)
0= 01O
Endpoint: Mortahty[ ]; Reproductionrate[ ]; Weaght [ ]; Other[ ]
o (0,0.5 0= 07 (0 PP
Reallts LDworLCo (xd) = ... . mg/kg
NOEC=....... mg/kg
LOEC=....... g
Method: [eg. OECD, ather (with the year of publication or updating of the method used)]
GLP. Yes[ ] No[ ] ?[ ]
Ted subgance  .......... , purity: ..........
Remarks eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
Reference eeee e e R R R RS R R R AR AR AR R AR R SRR AR AR
47 BIOLOGICAL EFFECTSMONITORING (INCLUDING BIOMAGNIFICATION)
(Sudies on variation of predominant species in certain ecosystens (eg. Mesocog) and monitoring of bidlogical
dfectsareinduded.)
Reaults SUBTENCE ..ottt
FoatiesOr 600YFEM FUAIE .......ceeeeecereereeeeeee ettt seasesennens
EffETSMONIONEL: ..ot
RESUILS. ...t
ChEMICE BNEIYSS ...ttt
Remarks (Information on environmental conditions (eg. water charaderidics  sugpended
metter, pH, tamperature, hardness, soil/sediment charaderidics % organic metter,
clay content)
Reference: s
438 BIOTRANSFORMATION AND KINETICS
(Under thisitem, Sudies on alsorption, didribution, metabolism and exareion ec. should be given,)
Type Animd [ ]; Aquatic[ ]; Plant[ ]; Teredrid [ ]; Other[ ]
RESUIIS. e
REMAKS e
REEEN0E e
49 ADDITIONAL REMARKS
RESUILS. R
REMAKS e
REEEN0E R
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TOXICITY
(Where observations on humans are available, these should be entered in the appropriate " Comments' section or
under section 5.11.)

*51 ACUTETOXICITY
511 ACUTE ORAL TOXICITY
Type LDo[ ]; LDwo|[ |; LD =[ ]; LDLo[ ]; Other[ ]
Speciegdran: e R ee R R AR R AR AR R AR R AR AR R AR AR AR AR
Vdve 0 L mg/kg bw.:
(DIES o (10 10° 110 [0 0:= =SS
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS e
REEEN0E e
512 ACUTE INHALATION TOXICITY
Type LG[ ] LGl |; LCoo[ ]; LCLo[ ]; Other[ ]
PEOETITAN, e s s
EXPOSUMETIME. et
VAUE e ——————————————— R
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS e
REEEN0E R
513 ACUTE DERMAL TOXICITY
Type LDo[ ]; LDwo|[ |; LD s[ ]; LDLo[ ]; Other[ ]
PEOETITAN, e s s
vVdve 0 mg/kg bw.
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS e
REEEN0E e
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514 ACUTE TOXICITY, OTHER ROUTESOF ADMINISTRATION
(eg. subcutaneous intravenous, €c.)
Type LG[ ]; LG []; LCoo[ ]; LCLo[ ]; Other[ ]
LDo[ ]; LDwo []; LDs[ ]; LDLo[ ]; Other[ ]
PEOETITAN, e s bR
Route of Adminisration:  i.m. [ Lip.[ ]iv.] J;infuson] ];sc.[ ]; other [ ]
(0. 1 (=Y 1007
VAUE e ————————————— e
Method: [eg OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] ......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS e
REEEN0E R
52 CORROSVENESSIRRITATION
521 XKIN IRRITATION/CORROSON
PEOETITAN, e bR
ResLits Highly corrosive[ ]; Corrosive[ |; Highly irritating [ J;
Irritating [ ]; Moderateirritating [ ]; Slightly irritating [ ;
Notirritating[ ]
Classfication: (If possble, according to EC Directive 67/548/EEC)
Highly corrosve (causesseverebums) [ ;
Corrogve (causesburns) [ ; Irritating [ ]; Notirritating [ ]
Method: [eg. OECD, aother (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] .....................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS R
REEEN0E R
522 EYE IRRITATION/CORROSON
PEOETITAN, e s bR
ResLits Highly corrosive[ ]; Corrosive[ |; Highly irritating [ J;
Imiteting [ ]; Moderateirritating [ ]; Sightly imitating[ ];
Notirritating[ ]
Classfication: (if possble, acoording to EC Directive 67/548/EEC)
Iiteting [ ]; Notirritating [ ]; Risk of seriousdamegetoeyes [ ]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] .......................................................................................................
Tetsubdance ........... Jpurity: ...
REMAKS R
REEEN0E e
53 SKIN SENSTISATION |
.3V
PEOETITAN, e s bR
Results Senstmng[ ]; Not senstizing [ ]; Ambiguous] ]
Classfication (if possble, acoording to EC Directive 67/548/EEC)
Sengtizing [ ]; Not sensitizing|[ ]
Method: [eg. OECD, ather (with the year of publication or updating of the method used)]
ap Yes[]No[]’>[] .......................................................................................................
Tetsubdance ........... Jpurity: ...
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Remaks e eetetesteateteseseatatesssestatesesessatesesseatetestseatatesesetateteattatateeeaetateeeretateeeseeatnenr et e et neenenatnes
Refarence e eeteteeteeatetesesestatesssestatesesessatesesseateteseseatetesssetatesesttatateeettateeeetateeesetatneeseeateeneeaetannes

*54 REPEATED DOSETOXICITY

Soecles’stran ......................................................................................................................................
Fernde[ ]; Mde[ ]; MdeFarde|[ |; Nodaa[ ]

Route OF AOMINISITAON, oot

BExpoaure pariod: eeteaeeaeeeeeeeEeeaeeaeeaeE et ee A e aeease e ee S e A eE A e A eeE AR A A LA R e R e AR RS ee AR e et bRt an et

FEQUENCY OF ITEEIMIEE. ettt ses et s et s

Pogt exposure obsarvation period: e R AR AR R R R

DO e —————— R

Contral group: Yes|[ | No[ ];Noaoaa] T;
Concurrent no trestment [ ]; Concurrent vehide[ ]; Higtorical [ ]

*55 GENETICTOXICITY INVITRO

A. BACTERIAL TEST
Type (eg. Badterial reverse mutation assay, Bacterial gene mutation sudy, Cytogenetic
S 2 Y= (o)
System o testing; s
(@00 070 1 100 TSP
Metabalic activation: With [ ]; Without[ ], Withand Without [ ]; Nodata[ ]
Reaults
Cytatoxiaty conc: With MEtaoliC 80IVAION:...........cuuceueereereereeeeseesresseeessessessesesssessessesessesssessesessensnssns
Without MELEDOlIC BOIVATON: ..o nsses s senseesees
PYEOPITEION OONC. oot
Genotoxic effedts + ? -
With metabalic activation: [] [] []
Without metebolic activation: [110111]
Method: [eg. OECD, ather (with the year of publication or updating of the method used))]
ap Yes[]No[]’>[] .........................................................................................................
Tet subgance  .......... , purity: ..........
Remaks ...
Reeence ...
B. NON-BACTERIAL INVITRO TEST
Type (eg. mammalian cdl gene mutation assay, cytogendlic assay, €ic.)
System o testing; O
CONOEMIAON, e bbb
Meabalic activation: With [ J; Without [ ]; Withand Without [ ]; Nodaa] |
Reaults
Cytatoxiaty conc: With MetaoliC aCHVAHON............cuuceueeeereeeeceseesres s sesesssesses e sessenssesns
Without MEtaoliC aCHVEHON............coueeereeeeceeeereesesseeensses s sesssesees
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Precipitation conc:

Genotoxic effedts + ? -
With metabolic adtivation: [] [] []
Without metabalic activation: (11111
Method: [eg. OECD, ather (with the year of publication or updating of the method used)] .......
ap Yes[]No[]’>[] .........................................................................................................
Tetsubdance ........... Jpurity: ...
REMAIKS R
REEEN0E e
* 56 GENETIC TOXICITY INVIVO
Type (eg. mcronudeusassay, €c)
periedtn s
Femde[ |, Mde[ ]; MdeFemde[ ]; Nodaa[ ]
Route OF ADMINIFITAION. e
EXPOSUMEPEION. et
DOSES e ———————— R
Reaults
Effect on mitotic
INAEX OF PINTAHIO. e
Genotoxic effedts + ? -
(LI
Method: [eg. OECD, ather (with the year of publication or updating of the method used)]
ap Yes[]No[]’>[] .........................................................................................................
Tetaubdance ........... Jpurity: ...
REMAKS R
REEEN0E e
57 CARCINOGENICITY
Soecles’stran ......................................................................................................................................
Femde[ ]; Mde[ ]; MdeFarde|[ ]; Nodaa[ ]
Route OF ADMINIFITAION. e
EXPOSUMEPEION. et
FrEqUENCY OF BRIIMENTE. e
POSEXPOSUIE OOSEVEATON PEITOCL ..o s
DOSES e ——————— R
Control group: Yes[ |; No[] Nodaal J;
Concurrent no trestment [ ]; Concurrent vehide[ ]; Higtorical [ ]
RESUIIS. R
Method: [eg OECD, ather (with the year of publication or updating of the method used))]
ap Yes[]No[]’>[] .........................................................................................................
Tetaubdance ........... Jpurity: ...
REMAKS R
REEEN0E R
*5.8 TOXICITY TO REPRODUCTION
Type Fetility [ ]; Onegeneraionsudy [ ]; Two-generationsudy [ J;
Other [ |
PECETITAN, e s R
S Femde[ ]; Mde[ ]; MdeFarde|[ ]; Nodaa[ ]
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(R0 0T 0 lAX0 [0 0 10 1S (= ([0 0 NPT

BExpoaure pariod: eeeteaeeaeeeeeeeteeaeeareaeE et e A eeaeeAee e A e SR eeA e A eeE AR e A AL E e A e R e A AR SRR e et s et an et
FHEOUBNCY OF TIEBIITIENE ...ttt s e s et s e aneanennsas
(RS =T(00 0T 0.5 AV7= 10 g o= (o o MNP
Premating exposure period: mde.............. TEMEAE e
Duration of thetest: e R R eE R AR R R AR R AR AR SRR R R AR R AR
DOSES e ——————— R

Control group:~ Yes[ ]; No[ ];Nooaa] T;
Concurrent no trestment [ ]; Concurrent vehide[ ]; Higtorica [ ]

NOEL PAEME: et s b s st bbb bbb

NOEL FLOMGNING o eoeeeereeeeereereeresreeeseseeseesessessessssessessessesssss st sessessess st sessessesssssssssassessnessenssssssnssessenssnssne

N I @ 3£ o (o TP

RESUILS. R
Gererd PEAEME TOXICILY: ....veeeeeeceeesesee e
Toxidty to offspring: (weights of litter, postnatal growth, viability, etc.)

Method [eg. OECD, ather (with the year of publication or updating of the method used)] .......

GLP. Yes[] No[] ?[]

Tetaubdance ........... Jpurity: ...

REMAKS e

REEEN0E R

*59 DEVELOPMENTAL TOXICITY/ TERATOGENICITY

Soecles’stran ......................................................................................................................................
Femde[ ]; Mde[ ]; MdeFarde|[ ]; Nodaa[ ]

Route OF AAMINISITAON. ettt s s s e ne s ne s .

Durdtion of thetes: et eaeeeaeetaettaeeeaeeseaeEaeaeEeeaeE st aeE e AeEsE A A s R A ee RS A A S s A A eE A A e A b e A A e A A e A e A b et b et ettt

Exposure period: eeer R R AR R AR AR R AR AR AR R AR AR AR

FrEqUENCY OF ERIIMEITE. e s s

1D 0. ST

Control group:~ Yes[ |; No[] Nodaa[ ];
Concurrent no trestment [ ]; Concurrent vehide[ ]; Higtorical [ ]

N (@ Y= £0°= 0 [0 1Y TO P TTTT

NOEL teratogeniaity : eeee e R R R AR AR AR R AR R R AR AR AR

RESUILS, R
Materd OENEE LOXIGLY: ..o
PYEONBNCY/IITEN GELEL .......cooceeeeeececee s
FORE GELEL ......oooeveeeeeeee et

Method [eg. OECD, ather (with the year of publication or updating of the method used)] .......

GLP. Yes[] No[] ?[]

Tetaubdance ........... Jpurity: ...

REMAKS R

REEEN0E R

510 OTHER RELEVANT INFORMATION

A. Specifictoxicities
Type (eg. neurotoxiaty, immunotoxidaty, eic.)
Restits e
Remarks eeeteeeeaeeeeeeeEeeaeeaeeaeE et et A ReeAeE e A A E A AR e A £ E R R e e A A SRR et A nean et
Reference eeeteeeeaeeeeeeeEeeaeeareaeE et et A eeReeAse e ee A e A e A e A e AR E e R e R e A A e A A E et bR ne s et
B. Toxicodynamics, toxicokinetics
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*511

Type (eg. toxicodynarmics, toxicokinetics)

Reallts e eeteteeteeatetesesestatesssestatesesessatesesseateteseseatetesssetatesesttatateeettateeeetateeesetatneeseeateeneeaetannes
Remaks e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
References e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes

EXPERIENCE WITH HUMAN EXPOSURE

(Destribe information on workplace exposure such as concentration of chamicals in the workplace or indoor
environmatt (menufacturing, meintenance and professonal use), number of workers (in ranges for each
Stuation), frequency and duration of exposure, if available In addition, enter details of effects of acadental o
occupational eqpoaure, epidemiological and dinical dudies, casereports, €c.)

Reallts e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Remarks e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes
Refarence e eeteteeteeatetesesestatesssestatesssessatesesseatetessseatetesssetatesesttatateeettateeeetateeesetatnenseeat et neenetannes

REFERENCES

(Indicate the name of the book, journal, eic. where the gudy appears volume page numbers; and date of report
or publication. In generd, information should be taken from primary sources and quoting from secondary
references quch as a review artide should be avoided. Where appropriate, indicate "unpublished report”, its
authorsand ther affiliation.)
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25 Guidancefor cdllection and tranamisson of exposureinformation for S DSInitial Assessment

Introduction

1 Countries partidpating in the OECD Exiding Chemicas Programme (i.e SIDS Programme) are reguested to
collet a2 of exposure data on High Production Volume (HPV) chemicdsfor their initid assessment. These datawill be
usad to assess potentid exposuresto the chemicd.

2 In order to collect exposure information in an effective and dfident way, the Stlearing Group on Exising
Chamicds agreed at its medting in November 1996 on a two-gep goproach for collection of exposre infformation. The
OECD Secretaria has devdoped aformat to be used for gathering expoaure information basad on the recommendations of
the Stearing Group.  Guidance for collection and trangmisson of exposure information is summarissd bdow. The
discussons a the Task Foroe Medting hdd in Dortmund, Germany, in June 1995, and the experiences gained later on are
aso taken into account.

Firg Sep

3. Beginning with Phese 5 chemicds the Seordaiat informs Member countries which chemicals are baing
gponsored and requests them to callect exposure information on these chemicals i.e a the information gathering Sage
Beginning with Phase 6, information giving the rationde for the sdection of each chemicd has been provided for Member
countriesto eadly focus on pedific exposure studions: Thelig of produding countries could also be attached.

4. Member countries gather easly-avaladle exposure information on the dements in the following lig on dl the
chemicds a this 9age and forward it to the rdevant Sponsor countries within 6 months  Items to be gathered can be
sedted by each Member country depending on the Studion, but reasonddle efforts should be mede to cdllect the
informetion.

Produced, imported or used?

Quentity (production, import and/or export volume)

Generd information on use pattern

MAK or equivdent occupationd gandards

Information on dassification and labdling

Nationd regulatory sandards or ather measures for management of exposure

Other information (eg. results of workplace monitoring, other information on occupaiona exposure,
information on rdeese to the environment, results of environmental monitoring, informaion on consumer
expoaure, safe handing procedures etc.)

5. A form to be used for this purpose has been developed (Sse Annex 1 to this Section).  Thisis dso available on
dikdte Member countries can modify it as gopropristle Member countries are expected to forward the collected
information to the rdevant Sponsor countries, with acopy to the Secretariat

6. Soonsor countries gather more detaled nationdl exposure information on ther own gponsored chemicds
Examples of the items to be cdlected are shown in Annexes 2 and 3 to this Section, which were induded in the
recommendations by the Task Force Medting. An example of aform to be used for callecting such informetion is shown in
Annex 4 to this Section. Member countries can use it when they cdllect information from indudry, modifying it as
goproprigte. They can do useit when they summarise datato forward to the gopropriate Sponsor countries
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Seoond gep

7. The second gep of information gathering focuses on spedific chemicds epeddly those for which a potentid
hezard has been identified, normélly & aS DS Initid Assessment Medting (SAM).

8. Once it has been agread & a SAM that more detailed information on generd or spedific expoaure information
(eg. occupaiond exposure, environmentd relesse) be collected for cartain chemicals, dl Member countries are requested to
collect such information. This procedure Sarted with the chemicasidentified a8 SAM4 hdd in May 199%.

9. Theform shown in Annex 4 to this Manud can be usad, modified as gpproprigte

10. If Sponsor countries fed that edfic internationd exposure information is nesded for the initia assessment of
thar gponsored chemicals they can request other countriesto collect it before deva oping an assessment report. Inthiscase,
therationdefor the request should be darified.

Generd indructionson data callection

11 At thefirg ep, non-Sponsor countries are expected to collect easly-available information. This can be done by
usng govenmenta detabesss (eg. Product Regider, Reease Inventory), literature and/or a Smple requedt to indudtry.
Sponsor countries, on the other hand, are expected to collect more detalled informeation in co-operation with indudry. At the
seoond Sep, every Meamber country nesdsto work with indudry aswell.

12. It is recommended that Sponsor courntries use the EXICHEM database as a garting place to find out which other
Member courtries or intemnaiond organisations are cdllecting or andysing exposure information on the goonsored
chemicas

13. Indudry’s co-operation on callection of exposure information is voluntary in the OECD Exiging Chemicas
Programme, and should be basad on reedily available data and responsble esimates However, it is recommended thet the
indudry which produces a chemicd meake reasonable efforts to provide exposure and rdesse information rdating to
meanufacture and uses of that chemicd.  Co-operation and good communication between government and indudtry is very
important when gathering exposure information.

14. Anexample of procedure for gathering and documenting use-rdated exposure information isgiven in Annex 5to
this Section.  As shown there, it is important to record the efforts taken induding negetive results in order to avoid
duplication of efforts

15. Asthese datawill be usad for theinitid assessment, ranges for numericd vaues are acceptable, epedidly inthe
fird gep (seethe example of production volumein Annex 6 to this Section).

16. If any data are confidentid, ranges or generic destriptions should be used to provide as much non-confidentia
daa as possble  Any confidential data can be atached as an Annex. They will be made available for review only on a
confidentid beds i.e the conditions st out in the OECD Coundl Adt concarning Exchange of Confidentid Data on
Chamicds[C(83)97(Fnd)] gpply to the expertsin each country that receivesthe data

17. It isrecommended that dl information be provided in English to the rdevant Sponsor countries.

18. Astheformatsfor collection and tranamission of exposure informetion are provided in adiskette asa part of this
SDSManud (Word 6.0 for Windows), oace and gyle can be modified as gppropriate

19. A brief ovaview of the exposure Stuaion across the OECD should be prepared by the Sponsor country in a
SDS Initid Ass=ssment Report (SAR). The SDS Dosser and SAR for agiven chemicd should be made avalable to
thoseinterested partieswho submitted data

Soedificingructionsfor the collection of detailed data

20. In order to evduate the qudity of data, it isimportant to digtinguish "on-Ste' data mainly rdated to production
and “off-gte’ data mainly rdated to downdream uses  The later is dso important in order to andyse the complete life
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cyde of the chemicd; howeve, it should be noted thet such data concerning downdream use is usudly derived based on
esimation.

21 Rdeasein aressonable worst-case should be described.

22, With repect to occupationd exposure, it is dso important to diginguish exposure during manufacturing from
that during occupetiond/professond use

23. With respect to indudry categories and use categories it is recommended to use the categories in HEDSET (see
Annex 6 to this Section).
24. Monitoring data are preferable for exposure assessmant; however, representaiveness should be reviewed. For

vdidation of monitoring data, it is important to give some indication of the sampling and andyticdl methods As spaceiin
the format islimited, detailed results can be atached to the format, as gppropriate

25 With respect to off-gte rdease to the environment, it should be noted thet amdl scde indudry, consumer end-use
of the chemicds or wadte digposa where achemicd islikdy to be avaladle for environmental and human exposure should
be conddered. Examples of end-use calegories arer

cogmeticsand tolletries

vgpsand deergents

polishes and sanitation goods
paintsand coatings

adhesvesand sedants
automative care products
pesticides and lavn/garden products

26 Detaled indructionsaredso giveninitdicsin theformat.

28. If the iniid assessment idertifies any concan for the environment and/or human hedth, more detalled
informetion may be callected |ater, as gppropriate, such asthat callected in the EPA/ICMA/SOCMA Prgject (sse Annex 5 to
thisManud).
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Annex 1

Form for Gathering Easly-Available Exposure Information in Non-Sponsor Countries
on the Chamicalsat the Information Gathering Sage (Phasexx Chemicalg)

Please cdllect easly-available information. ltemsto be gathered can be sHected by each Meber country.
This form can be usad for data callection and transmisson, modified as appropriate. This form is also available on
diskette.

Please send the collected information on each chemical ta the rdevant Sponsor countrieswithin 6 months, with a copy to
the Seoretariat.

CASNumber: Responding Country:

Soonsor Country: Cheamical Name

1. Produced, imported or usad?
Productionlmport: U Yes 00 No [ Urknown

Uss U Yes 0 No [ Unknown
2 Quantlty (tonnes'year, ranges are acoeptable) (Yea: )
- Production (3) * Export ()

[mport (b) - _Tod (a+b-¢)

3. Generd Information on use pattern (Please desribe them)

Isthischemica only usedindossdsysems? U Yes 0 No [ Unknown
Isthere any consumer use? U Yes 0 No [ Unknown

4. MAK or equivalent occupational sandard (mgim’ with time period)

5. Information on dassfication and labdling (Please desribe them)

6. National regulatory sandar ds(purposeand value) ar ather measuresfor management of exposure

References
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CASNumber: Responding Country:

7. Other information (If some of the following informetion is available, pleasetick (¥) theitems and describe data
bdow or attach an additional paper, asappropriate)

L' Resultsof workplace monitoring Ll Safehandling procedure

LI Other information on ococupational exposure L Other information (Please describe below.)
O Information on releaseto the environment

L Resultsof environmental monitoring

LI Information on consumer exposure

References
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Annex 2

Proposed Data St on Environmental Exposurefor the S DS Initial Assessment”™

Information induded in the original S DSdements

1 production valume (in each country and gpproximate OECD tatd,, if possble)
2 use pattern induding the gpproximate percantage of production volumeineech usg, if possible [identify  use
categaries (U2 a footnote or atable to indicate countries reporting the use)]

Bagc information concer ning rdeaseto the environment from point sources

naiond regulatory sandards (eg. effluent guiddines water qudity criteria)

releese datato each environmental compartment (i.e surfacewater, ar, soil)

indudlry sectors (eg. indudtria categoriesin the HEDSET) in which the chemicdl isprocessed or used.
goproximate number of Stes per industry sector and totd number of gtes where chemicd is manufactured,
processed or used.

indudrid processes associated with uses of the chemica which contain water as areactant, solvert or by-product
and hence have alikdihood of generating asurface water rdesse

N ogbkw

Bagcinformation concerning ather rdeasesto theenvironment (mainly to surfacewater)

8. conaumer end-uses of the chemicd or amdl scde indudry where the chemicd s likdy to be avalade for
ecologica exposre Examples of the end-use categories could ber

cogmeticsand tolletries

vgpsand deergents

polishes and sanitation goods
paintsand coatings

adhesvesand sedants
automative care products
pesticides and lavn/garden products

Theweaght percent of the chemicd in each consumer end-use product should preferably beidentified.

Othe's

9. Monitoring dataof emissonsof the chemicd

10. Monitoring data.of the chemicd in the environment
The data st shown in this Annex was propased by the Task Force Medting held in Dortmund, Germany, in June 1995 as
an gopropriate one for the IDS Initid Assessment. After apilot sudy, the Steering Group on Exiging Chemicds thought
thet it might be difficult to ask dl the Member countries to collect such information, but that the Sponsor countries should
collect detailed information on their Sponsored chemicas
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A.

Annex3

Proposed Data St on Human Exposurefor the SDS|nitial Assessment™

CONSUMER EXPOSURE
In this area it is expected that little measured data would be avalable and that the assessor would rdy on

cdculaed daa

No ok

@

(O NAS N o

5.«390 No

Basc Information

use pattern (The percentage or range of production volumein each of the use categories should beidentified.)
weight fraction in product and dilution factor (before use) if available
form of product as marketed.

Othes

freguency of use
duration of use

route and extent of exposure (ord, dermd, inhalaion)
function of chemicd in product

OCCUPATIONAL EXPOSURE
Basc Information

Oetails of process or processesinvolved (eg. continuous’batch, oper/dosed)
MAK or equivdent occupationd gandard
protective meesures
enginegring control
persond protection
use description and gpproximeate exposure from non-manufacturing and professond use
use pettern

Othes

Workplace monitoring datawith details of datidicd andyssand description of exposure Scenarios

goproximate number of Stes per industry sector and totd number of gtes where chemicd is manufactured,
processed or used.

number of workers per Steif available

frequency and duration of exposure

characteridics of exposed populaion

The data st shown in this Annex was proposed by the Task Force Medting held in Dortmund, Germany, in June 1995 as
an gopropriate one for the IDS Initid Assessment. After apilot sudy, the Steering Group on Exiging Chemicdls thought
thet it might be difficult to ask dl the Member countries to collect such information, but that the Sponsor countries should
collect detailed information on their Sponsored chemicas
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Annex 4

Propaosad Format for Gathering More Detailed Exposure I nformation for SDS|nitial Assessment

-COVER PAGE -
A. IDENTITY OF RESPONDER
Name
Company/Or ganisation:
AddressCountry:
Td:
Fax:
Date
B: LIST OF CHEMICALS ON WHICH EXPOSURE INFORMATION HASBEEN GATHERED (Please
tick the names of the chemicalsfor which exposure information is attached.)
CASNo. Cheamical Name CASNo. Chemical Name
O ook 0000 O oo %0000
O ook 0000 O oo %0000

Other chemicals (Please destribe CASNo. and the name below,)

General Indructions

The attached formet, devdoped by the OECD Sacretariat, is intended to be usad for gathering nore detailed
eqoaure informetion on High Production Valume (HPV) dhamicalsin the OECD Bxiding Chamicals Programme. Itisto
be used by industry when submitting data to SDS Contact Points. SDS Contact Points can also use this formet when
unmerisng data to forward to the appropriate Sponsor countries, when necessary.

Compldion of this form by each company is valuntary, and should be bassd on readily available data and
reponshble edimates However, it is eqedted that all reasonable dforts will be mede in gathering the necessary
information.

Asthesedata will be used for theinitial assessment, rangesfor numerical values are acogptable

If any data are confidential, please use ranges or generic descriptions to provide as much non-confidential data
aspossble Any confidential data could be attached asan Annex to thisform. They will be mede available for review only

on a confidential bags i.e the conditions st out in the OECD Coundl Act concerning Exchange of Corffidential Data on
Chemicals[C(83)97(Final)] apply to the expertsin each country that recaivesthe data.

It isrecommended that thisform be completed in English.
When filling in the form, please alo read "' Guidance for collection and trangmisson of exposure information for

SDS Initial Assessment” (Section 2.5 of the SDS Manual) and follow the indructions described in the guidance aswell as
thosewritten in thisformet.
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CASNo

Country:

EXPOSIRF INFORMATION FOR SDSINITIAL ASSFFSSMIENT

1 IDENTITY OF CHEMICAL

11 CASNo:

12 Cheamical name

2. GENERAL INFORMATION CONCERNING PRODUCTION AND USE

21 Quantity (tonnesfyear) (Mod recent vear'srecord. Plural vears records could also be described )

Y ear Production (a) Import (b) Export (c) Total (at+b-c)

22 Use pattern and approximate per centage of total vadumein each use category (Please use glossary codes for
HEDSET, shown in the Annex to the guidance, as much as possble Please also disinguish between the on-Site
use and the edtimated off-gte usewith * for the latter.)

Main Category Industrial Category Use Category Approximate %
of total

23 Details of process or processssinvolved (eg. continuoushbatch, opervdosed, whether water is involved in the
processor deaning the sytem)
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CASNo Country:

3. OCCUPATIONAL EXPOSURE (If different ansivers are expected for different processes please show them
Separatey. Please also disinguish exposure during production from that during occupational/professonal use)

31 MAK or equivalent occupational standard (my/m' with time period)

32 Protective measuresemployed (Please darify theindudry category, processand/or activity.)

321 Engnexingcontra

322 Pand protection (eg. protective eguipment)

33 Othe information

331 Produd information

Industrial Use of the product / Form of the Wt % of the Function of the chemical
Category preparation product / chemical in in product / preparation
preparation (e.g. | the product /
aerosol, powder, | preparation

liquid)

332 Expoure scenarios (Clarify the indudrial category. Please aso didinguish exposure during
production fromthat during occupational/professonal use)

3321 Adivitiesof rdevanceto exposure and route and extent of exposure

3322 Freguency and duration of Use (daysyear and hrs'day)

3323 Number of workersper ste

3324 Charaderigicsof exposad population (eg. gender, age)
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CASNo Country:

333  Summary of workplace monitoring data. [Please destribe summery of related activity and sanmpling
and analytical methods; year, number, range, median and 95%-percentile of data (mg/m), if possible]

4. ENVIRONMENTAL EXPOSURE

41 Rdease esimatesfrom point sources (Indudrial sectorsin which the chemical is manufactured, processed or
used should be identified asindusirial categories)

Industrial Approxi- | Industrial processeswhich arelikely to Release estimates to each
Category mate gener ate releases to the environment compartment (wt/year or
number (Distinguish manufacturing from processing or | qualitative distribution)
of sites use)
Surface Air Soil
water
Total
42 Summary of monitoring data of emisson [Please darify the source in conjunction with the above table

Please destribe media, summery of sanmpling and analytical methods; year, number, range, median and 95%
percentile of data (ng/l, mg/g-dry or wet, mg/m), if possble]
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CASNo!

Country:

43 Release esimates from off-ste (Pleasetry to cover all thelife cyde of chemicals)

Release from: | Approxi- | Industrial Processes likely to generate | Release estimatesto each
mate % of | category or releasesto the environment | compartment (wt/year or
total Use category qualitative distribution)
release or Form of

waste
Surface Air Soil
water

Small scale

indugry

Conume

use

Wagedigposal

44 Summary of environmental monitoring data [Please see the indruction in 42. Please also darify whether

the data can be conddered asbackground levd or doseto the contaminated Ste)

5. CONSUMER EXPOSURE (Pleas=fill in thistable in conjunction with 2.2. Protected measures could also be
destribed below thetable. 1f no consumer useis expedted. please kip this

Use Categories
for consumer use

Form of Wt % of
product chemical in
(e product and
aerosol, dilution
powder, factor for use
liquid)

Function of the
chemical in
product

Condition of use,
route and extent of
exposure (e.g. oral,
dermal, inhalation;
outdoors, indoors)

Frequency and
duration of use
(days/year and
hrs/day)

(Any protective measur es)
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CASNo Country:

6. REGULATORY INFORMATION (to befilled in by SDSContact Points only)

6.1 National regulatory sandards (purpose and value)

6.2 Classfication and L abdling (Please dextribe them)

6.3 Other measuresfor management of exposure

7. OTHER INFORMATION WHICH WILL HELP TO FOCUS EXPOSURE ASSEESSMIENT (Any other
quantitative or qualitative informetion could be described here)

8. DATA SOURCES SEARCHED (REFERENCES) (Please enter full detailsinduding negative reslts)
81 Data sourcesfrom indudry

82 National data sources

83 International data sour ces
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Annex5

An Example of Procedurefor Gathering and Documenting Userdated | nformation

Thefdlowing ligt should be regarded as adraft "checklig” describing individud sepsin the process of gathering
and documenting userdated data. The "checklig” may vary according to the organisations (eg. government, indudiry) or
peopleinvalved in conducting the search.

1 Searching subgtance identity data

searching the CAS-Regidry file (STN) (sdientific subgtance iderntity)
searching internd documentations (eg. product codes)

2 Gathering use-rdaed information by searching suitable sources

searching governmenta databese (eg. EXICHEM, product regider, rdesseinventory)

searching interna documentations (eg. product catdogues, customer-rdatied documentation)

sdection of sitable cusgomer firmsin order to obtain arepresantative cross-saction of userdated informeation
usng an agreed proforma. The use of an agresd proforma is intended to promote comparaality of the
information which is obtained and may save to avoid demativaion in the consulted firms due to be
confronted with different query modds

searching printed literature
searching dandard reference books
searching bibliographic references of available origind publications (reviews)
searching Quitable dectronic databases (eg. onHline databases CD-ROM publications)

3. Deszription of thework done
dhort desription of the seerch drategy (eg. destription of the gpproach usad in accessng the various
Eoiftl)'m of the further devdopment of the query formulaion through the evduaion of the documents
identified during the seerch

4. Documentation of search resulits

short destription of the Seps performed in the search procedure

negdivereauts lig, induding reference to the source

pogtiveresuts presant, induding reference to the source, and trandfer to the datatrandfer format
ensure anonymity of source information where necessary (eg. identity of cusomers)

brief assessment of search reaulits (eg. out-dated literature data)
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Annex 6

Expressonsfor Quantity and Categoriesof Use Pattern

1 Quantity

Fallowing range of quartity produced or imported are recommended to be usad.

10 - 50 tonnesper annum

50 - 100  tonnesper axnum

100 - 500 tonnespea annum

50 - 1000 tonnespe annum

1000 - 5000 tonnesper annum

5000 - 10000  tonnesper axnum

10000 - 50000 tonnespe annum

50000 - 100000 tonnesper annum

100000 - 500000 tonnesper annum

500000 - 1000000 tonnesper axnum

morethan 1000 000 tonnes per ainum

Note indicate the year when these quantities were produced or imported. I the annud figure is nat for a
cadendar year, gpedify it in comment fidd.
2 UsePattern

Data on use pattern are recommended to be given by assgning the fallowing glossaries which isdso used in
HEDSET. Thereare4 main groupsaccording to their exposure rdevance, 15 indudtrid categories and 55 use categories.

Typeodf Use- use EACH of falowing teams
Man
Indugtrid
Use

A. Main Categories- use one of thefallowing glossary codes

Usein dosed sygems

Usereauiting inindusion into or onto metrix
Non digpersve use

Widedigpasveuse

Usein dosad sysems
A subgance should be assgned only to this category if it remainswithin areector or istranderred from vesd to

vesd through dosed pipework and therdfore acddentd oillage is the only likdy cause for humen exposure or
environmental contamination.
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Thexintermediates are dassfied in one of thefallowing 3 categories
non-isolated intermediates (redtricted to the reaction vessd and its dedicated equipment)
isolated intermediiates Sored on-gte under controlled conditions
isolated intermediates with contralled trangport

A typicd exampleis phosgene which will be ussd only under these conditions

Substances that are used in daosad sysems but might be releasad into the environment after use, Someimesin
condderable quartities, or where Sgnificant discharges into the environment cannot be exduded during production and use
should beassgned to the"Non digpersve us2' or even "Wide diperdve uss’ categories

Typicd examplesinthelater case are CFC's usad as cooling agents or hydraulic fluids
Useresultingin indusion into or onto matrix

Use conggiing of indugon into or onto matrices means al processes where chemicds are incorporaied into
products or atides from which they would not be rdessed into the environment. Examples aretheindusion of pladidzers
in pladtics, additives such as pigments or dyesin pladtics or fibresand catalyssin coating materids

Non digoersveuse

Non digperave uerefersto chemicdswhich are usad in such away tha only certain groups of workers, with the
knowledge of the processes, come into contact with these chemicals Workers are normaly aware of the procedures to
protect themsdves through the use of persond or technicd protective meesures The employer should d<o take the necessary
Sepsto protect the environment againg exposure. Thus exposureto these chemicdswill belimited.

These chemicds may dso be discharged into the environment from point sources. Quiantities discharged will be
limited dueto protective messures such aswadte water sawage trestment plantsor ar filters

Widedigersveuse

The term "wide dispersve usg' should be usad for awide range of adtivities particulaly where end usars come
into contact with the products

Examplesare detergents, cosmetics, dignfectants, solventsin housshold paints

B. Indugtrial Categories- usethefalowing glossary codes

Agriculturd indudry: eg. Pedticides fertilisars

Badc chemicd indudry: badc chemicdseg. Solvents, pH-regulaing agents (edds, akdis)

Chamicd indudry: chemicas used in synthesiseg. Intermediates (induding monomers), process reguleiors
Eledrica/dectronic enginering indudry: eg. Eledrolytes semiconductors: Not: gavanics, dectroplating
agents

Fud indudry: eg. Gasoline, colouring agents, fud additives antiknock agents

Leather processing indudry: eg. Dyediuffs, tanning auxiliaries

Metd extraction, refining and processng indudry: eg. Heat tranderring agents, dectroplating agents

Paints, lacquers and varnishesindudtry: eg. Solvents, viscosty adjuders dyesuffs

Paper, pulp and board indudry: eg. Dyeduffs, toners

Persond and domedtic use: eg. Consumer products such as detergents (induding additives), coametics, non-
agriculturd pedticidesfor domegtic use

Photographic industry: eg. Antifogging agents, sensitises

Polymersindudry: eg. Stabilisers softeners, antidtatic agents, dyesuffs

Public domain: eg. Professond products used in public areas such as nonkagricultural pegticides, deaning
agents

Textile processing indudry: eg. Dyeduffs flanereardants
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Other (indicate the category)

These 15 categories represant dmog dl indudrid uses for chemicds and could sarve for seiting up exposure

scenarios with regard to the designated use of asubdance.

C. Use Categories- usethefollowing glossary codes

Absorbents and Adsorbents
Adhesve binding agents

Aeosol propdlants
Anti-condensation agents
Anti-freezing agents

Anti-sgt-off and anti-adhesive agents
Anti-gaic agents

Bleaching agents

Cleaning/washing agents and disnfectants
Colouring agents

Complexing agents

Conductive agents

Condruction meterias additives
Corradon inhibitors

Coaretics

Dushinding agents

Blectroplaing agents

BExplosves

Fertilisrs

Fllers

Fixing agants
Hameretardants and fire preventing agents
Hotation agants

Hux agentsfor cading

Foaming agents

Food/foodsuff additives

Fud

Fud additives

EXCHWMANUAL\97-2DOC/uly 1997

Heat tranderring agents
Hydraulic fluids and additives
Impregnation agents
Insulating meterids
Intermediiates (give description in the remarks i d)
Laboratory chemicds
Lubricantsand additives
Non-agriculturd pedicides,
Odour agents

Oxidigng agants
pH-regulaing agents
Pedticides

Pharmaceuticals
Photochemicals
Processregulaors

Redudng agents
Reprographic agents
Semiconductors

Softeners

Solvents

Sebilisers

Surface-active agents
Tanning agents

Viscosty adjugers
Vulcanigng agents

Weding and soldering agents
Others (indicate the category)



